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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

♦ Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )Kl Responsive to communication(s) filed on 10 December 2004 . 
2a)S This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 1 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 1.5-13. 19-27 and 42-45 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) KI Claim(s) 1.5-13.19-27 and 42-45 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)^ The drawing(s) filed on 09 October 2003 is/are: a)K accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1. Applicant's response filed December 10, 2004 is acknowledged and entered. Claims 1, 
5-13, 19-27 and 42-45 are pending and under examination. 

2. The rejection of claims 1, 5-13, 19, 21-26 and 42-45 under the judicially created doctrine 
of obviousness-type double patenting as being unpatentable over claims 1-15 of U.S. Patent No. 
6,692,745 B2, is maintained for reasons of record. Applicant indicated that they might consider 
filing a terminal disclaimer later in prosecution should allowable claims be indicated. 

3. The rejection of claims 1, 5-10, 12, 13, 19, 21-23 and 42-45 are rejected under 35 
U.S.C. 102(b) as being anticipated by Allaway et al (5,817,767) is withdrawn in view of 
Applicant's persuasive arguments. Notably, Allaway's disclosure does not contemplate the use 
of an agent that binds to an epitope on the gp41 fusion intermediate. Allaway only discloses 
generally the use of agents that bind to gp41 epitopes. Therefore, the anticipation rejection is 
withdrawn. The rejection of claim 1 1 under 35 U.S.C. 103(a) as obvious over Allaway, as 
applied to claims 1, 5-10, 12, 13, 19, 21-23 and 42-45 is withdrawn in view of Applicant's 
arguments. 

Response to Arguments 

4. Claims 1, 5-13, 19, 21-26 and 42-45 remain rejected under 35 U.S.C. 1 12, first 
paragraph, because the specification, while being enabling for a composition and method using 
the composition comprising an admixture of two peptidyl compounds, does not reasonably 
provide enablement for an admixture of two non-peptidyl compounds. The specification does 
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not enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make or use the invention commensurate in scope with these claims. 

Claims 20 and 27 remain rejection under 35 U.S.C. 112, first paragraph, because the 
specification is not enabling for a composition and method using the composition comprising an 
admixture of two non-peptidyl compounds. 

Applicant's arguments have been carefully considered but fail to persuade. Applicant's 
substantive arguments are primarily directed to the following points regarding the enablement of 
a composition and method of using the composition comprising non-peptidyl agents that inhibit 
HIV infection of cells. 

■ Applicant argues that the specification provides a rational screening strategy based on the 
resonance energy transfer (RET) assay for identifying compounds that inhibit fusion of 
HIV-1 . Applicant submitted Exhibit A, which is a copy of WIPO document 
WO02/079186 (Litwin et al) Litwin et al uses the RET assay to find non-peptidyl 
compounds that inhibit HIV-1 infection by binding the CCR5 receptor of the virus. By 
binding CCR5, the interaction between gpl20 and CD4 is inhibited/retarded. Applicant 
reasons that once non-peptidyl agents are identified by routine screening (RET assay, for 
example), another routine assay could be performed in order to determine the mechanism 
behind the non-peptidyl agents' activity. One could find out if the non-peptidyl agent 
binds to an epitope of CD4, gp41, etc. Applicant argues that these processes are routine 
and do not constitute undue experimentation. 

- In response, the Office acknowledges that one could determine, without undue 
experimentation, non-peptidyl agents that generally inhibit binding of gp 120 to a 
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CD4 receptor, as accomplished by Litwin. However, it would be undue 
experimentation for one to have to do the following, as suggested by Applicant: 1) 
determine a non-peptidyl agent that inhibits HIV infection, and 2) determine the 
agent's mechanism of action. The claims require the use of a non-peptidyl agent 
that binds an epitope on gp41. One of skill would not expect Applicant's 
"routine" experimentation to end with step 2 on a first try. One would expect to 
continue testing agents to determine their mechanism of action, specifically the 
ability to bind a gp41 epitope (as claimed in claim 1). Due to the numerous 
mechanisms that can be used to inhibit HIV binding and infecting, it would 
require undue experimentation to find a non-peptidyl agent to use in Applicant's 
method that binds a gp41 epitope. The specification does not provide guidance on 
how to streamline this process of discovery such that it would be routine 
experimentation. 

■ The citation of Gait and Karn (1995) is without merit because the state of the art in HIV 
therapeutics as of the date of Applicant's invention (January 28, 2000) has changed. 
Further, the teachings of Gait and Karn relate to reverse transcriptase inhibitors and 
protease inhibitors. 

- In response, the teachings of Gait and Kam regarding the unpredictability of 
inhibiting HIV infection using non-peptidyl agents are not directly pertinent to the 
instant claims in view of the state of the art at the time of the invention, and then- 
use of non-peptidyl agents that target other aspects of HIV infection. 
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5. Claims 1, 5-13, 19, 21-26 and 42-45 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Allaway et al (5,817,767, herein, "Allaway") in view of Bolognesi et al 
(5,464,933, herein, "Bolognesi"). This rejection was previously made over claims 24-26, 
however, in view of Applicant's arguments, all claims previously rejected over Allaway are now 
included in this rejection. Applicant's arguments have been carefully considered but fail to 
persuade. 

Applicant argues that the Allaway reference fails to disclose all of the claimed elements 
of the invention, namely, an agent that binds an epitope of the gp41 fusion intermediate. 
Applicant points to Allaway's disclosure of the use of monoclonal antibody 2F5 (which binds 
gp41 prior to fusion). In view of this argument, the anticipation rejection was withdrawn. 
However, the claims still remain obvious over the combination of Allaway and Bolognesi. 

Applicant argues that because Allaway did not teach the use of an agent that binds an 
epitope of a gp41 fusion intermediate, rather epitopes of gp41 generally, that there is no 
motivation to use the peptides of Bolognesi. (The peptides of Bolognesi bind to epitopes of gp41 
fusion intermediates.) In response, the Office recognizes that Allaway does not specifically 
mention the use of agents that bind epitopes of gp41 fusion intermediates, however, Allaway 
does teach the use of agents that bind gp41 generally. Further, Allaway's teachings are not 
limited to the disclosure of one example, monoclonal antibody 2F5. One of ordinary skill in the 
art would have been motivated to use the peptides of Bolognesi in Allaway's method because 
Allaway teaches the use of agents that bind gp41. Whether gp41 is in its original state or in a 
fusion intermediate state, it remains gp41. Although Allaway does not explicitly distinguish 
between the two conformations, one would have known that gp41 occurs in two conformations. 
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One would have had a reasonable expectation of success that the use of Bolognesi's peptides in 
lieu of Allaway' s agent would have interfered with gp41 fusion because both agents bind gp41, 
whether in the original state or in the fusion intermediate state. Regarding the Fab fragment, 
Allaway is silent on the Fab portion of the antibody as a compound that interferes with gpl20 
binding to CD4. However, it is well known in the art knows that the Fab fragment is the portion 
which binds epitopes because it contains the variable regions. One of ordinary skill in the art 
would have been motivated to use the portion of the antibody that binds epitopes and would have 
had a reasonable expectation of success given the nature of the Fab fragment. Therefore, the 
invention is obvious over Allaway in view of BolognesL 

Conclusion 

6. No claim is allowed. THIS ACTION IS MADE FINAL. Applicant is reminded of the 
extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Stacy B. Chen whose telephone number is 571-272-0896. The 
examiner can normally be reached on M-F (7:00-4:30). If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, James C. Housel can be reached on 571- 
272-0902. The fax phone number for the organization where this application or proceeding is 
assigned is 703-872-9306. 



Stacy B. Chen 
January 27, 2005 





JAMES HOUSEL 
SUPERVISORY PATENT EXAMINER 
TECHNOLOGY CENTER 1600 



